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DETAILED ACTION 

1 . This action is in response to an office action filed on February 28, 2008. There 
are twelve claims pending and twelve claims under consideration. Claims 1-6 and 13- 
20 have been cancelled. Claims 21-26 are new. This is the second action on the 
merits. The application concerns highly selective phosphodiesterase V inhibitors, 
pyrazolopyrimidinethione derivatives, and salts and solvates thereof, for preventing 
and/or treating impotence and frigidity, and their preparation methods and medical 
applications. 
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Status of Rejections 

3. Claims 6 and 1 3-1 9 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing 
to comply with the enablement requirement. The rejection against claim 6 and 13-19 
are moot, in light of the cancellation of such claims therefore the rejection of Claims 6 
and 13-19 are hereby withdrawn. 

4. Claims 13-20 are rejected under 35 U.S.C. 112, second paragraph, as failing to 
comply with the definiteness requirement. The rejection against claims 13-20 are moot, 
in light of the cancellation of such claims therefore the rejection of Claims 1 3-20 are 
hereby withdrawn. 

5. Claims 1,2,4 and 5 are rejected under 35 U.S.C. 1 03, as failing to comply with 
the nonobviousness requirement. The rejection against claims 1, 2, 4 and 5 are moot, 
in light of the cancellation of such claims therefore the rejection of Claims 1,2,4 and 5 
are hereby withdrawn. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior office action. 

New Rejections 
Claim Rejections - 35 USC § 103 

6. Claims 7-1 2 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over Lu 
et. al. (CN 1472210) in view of Graver Tank & Mfg. Co. v. The Linde Air Products Co., 
(USSC 1950) 339 US 695, 85 USPQ 328. The current application recites a variety of 
specific novel substituted pyrazolopyrimidinethione compounds and compositions that 
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can be used as phosphodiesterase V inhibitors. These compounds all contain a 
pyrazolopyrimidinethione core with various substitutents. 

Lu et. al., teaches how to prepare a group of compounds which are similar in 
scope to the current application. Within Lu et. al., the same core structure is present 
with only one difference. The core of Lu et. al. is a pyrazolopyrimidinone, which 
contains a carbonyl group in the 4-position, whereas the present invention teaches a 
thione in the 4-position. Both the current application and Lu et. al. are being used as a 
treatment for impotence. 

Lu, et. al. teaches the following reagent (RN 139756-22-2) and final product (RN 
496835-35-9) in the process: 

PiJ 139756-22-2 CS.PI.US 

OS Be zeses _r ids - - - src-i-rsst 1-7- -3-pr I-IH- 

pyrasolfi {4 , 3-d] pyrisidis-5-yl} (CA INDEX SISME} 
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CN 7 H-Fyrssclo ; 4 , S-dlpyriJSidisi-7-cce, £- [5-| [ { 3R, 53 s -2, 5-dimethyl-l- 

piperiziLyii If onyl j -2-etfccx.ypheayI 6-dihydrc— rsi- 



Rsiative stereochemistry. 




(V) (VI) 

The current application teaches and claims the following final compound: 

5-[2-ethc«y-5-(cis-3^dimeih^ 

Which has the following structure: 
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Which is simply a keto-enol tautomer of the identical compound of the Lu, et al. 
patent but for the thione instead of a carbonyl group off of the pyrazolopyrimidines ring. 

The court decision of Graver Tank & Mfg. Co. v. The Linde Air Products Co., 
(USSC 1950) 339 US 695, 85 USPQ 328 teaches that the important factor in 
determining a test for equivalency in a prior art document is whether a person who is 
reasonably skilled in the art would recognize the equivalency. 

Relating the information from Graver Tank & Mfg. Co. v. The Linde Air Products 
Co., (USSC 1950) 339 US 695, 85 USPQ 328 to Lu et. al. publication, it would have 
been obvious for a person of ordinary skill in the art to try replacing the carbonyl 
derivative in the 4-position with a thione derivative in the same position. Sulfur and 
oxygen are well known in the chemical arts to have similar properties. For example, 
both elements fall within the same family in the periodic table of the chemical elements. 
As atoms, both oxygen and sulfur contain the same valence number, similar chemical 
properties and numerous chemical literature has suggested the attempted use of a thiol 
over an alcohol or a thiourea in place of a urea and vice versa. Due to the numerous 
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chemical property similarities of oxygen and sulfur, this substitution would be attempted 
by anyone skilled in the art. 

The claims above are obvious because the substitution of one known element for 
another (sulfur for oxygen) would have yielded predictable results to one of ordinary skill 
in the art at the time of the invention. 

Applicant cannot rely upon the foreign priority papers to overcome this rejection 
because a translation of said papers has not been made of record in accordance with 
37CFR1.55. See MPEP § 201.15. 

7. Claims 21 -26 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Baoshun et. al. (WO 2003016313) in view of Graver Tank & Mfg. Co. v. The Linde Air 
Products Co., (USSC 1950) 339 US 695, 85 USPQ 328. The current application recites 
a variety of specific novel substituted pyrazolopyrimidinethione compounds and 
compositions that can be used as phosphodiesterase V inhibitors. These compounds 
all contain a pyrazolopyrimidinethione core with various substitutents. 

Baoshun et. al., teaches a group of compounds which are similar in scope to the 
current application. Within Baoshun et. al., the same core structure is present with only 
one difference. The core of Baoshun et. al. is a pyrazolopyrimidinone, which contains a 
carbonyl group in the 4-position, whereas the present invention teaches a thione in the 
4-position. Both the current application and Baoshun et. al. are being used as a 
treatment for impotence. 

Baoshun, et. al. teaches the following compound: 
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RN 3 9SS3S-3S-S CAPXSJS 

C1J ^H-Pvrazoio [ i, 3-dj pyriisidin-7-on-e, 5-[5-[ [ {3R, 53) -3, S-diiissthyl-i- 

piperaziEylj s^ifonyl ; -2-et.hcxvpheriYl J -i, S-di.hydro-i-iset.hyi-3-prcpvI-, rel- 
$€£. IHDEX SsSKEj 

Seiativ'e sterecchessissry. 



The current application teaches the following compound: 

5~[2-ethoxy»5-(cis-3,5-dime 
dihydro-7H -pyrazolo[4,3-<iJpyrimidiR-7- thionc; 

Which has the following structure: 



The court decision of Graver Tank & Mfg. Co. v. The Linde Air Products Co., 
(USSC 1950) 339 US 695, 85 USPQ 328 teaches that the important factor in 
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determining a test for equivalency in a prior art document is whether a person who is 
reasonably skilled in the art would recognize the equivalency. 

Relating the information from Graver Tank & Mfg. Co. v. The Linde Air Products 
Co., (USSC 1950) 339 US 695, 85 USPQ 328 to Baoshun et. al. publication, it would 
have been obvious for a person of ordinary skill in the art to try replacing the carbonyl 
derivative in the 4-position with a thione derivative in the same position. Sulfur and 
oxygen are well known in the chemical arts to have similar properties. For example, 
both elements fall within the same family in the periodic table of the chemical elements. 
As atoms, both oxygen and sulfur contain the same valence number, similar chemical 
properties and numerous chemical literature has suggested the attempted use of a thiol 
over an alcohol or a thiourea in place of a urea and vice versa. Due to the numerous 
chemical property similarities of oxygen and sulfur, this substitution would be attempted 
by anyone skilled in the art. 

The claims above are obvious because the substitution of one known element for 
another (sulfur for oxygen) would have yielded predictable results to one of ordinary skill 
in the art at the time of the invention. 

Applicant cannot rely upon the foreign priority papers to overcome this rejection 
because a translation of said papers has not been made of record in accordance with 
37CFR1.55. See MPEP § 201.15. 

Conclusion 

8. Claims 7-12 and 21-26 are rejected. 
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9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey H. Murray whose telephone number is (571) 

272- 9023. The examiner can normally be reached on Mon-Thurs. 7:30-6pm EST. 

1 0. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. James O. Wilson can be reached at 571-272-0661 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
US PTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
/Jeffrey H Murray/ /James O. Wilson/ 

Examiner, Art Unit 1624 Supervisory Patent Examiner, Art Unit 1624 



